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are exempt from the certification re-
quirements of section 721(c) of the act.

[42 FR 38562, July 29, 1977, as amended at 44
FR 28322, May 15, 1979]

§73.1299 Ferric ferrocyanide.

(a) Identity. (1) The color additive fer-
ric ferrocyanide is a ferric
hexacyanoferrate pigment character-
ized by the structual formula
Fes[Fe(CN)sls- XH,0, which may contain
small amounts of ferric sodium ferro-
cyanide and ferric potassium ferrocya-
nide.

(2) Color additive mixtures for drug
use made with ferric ferrocyanide may
contain only those diluents listed in
this subpart as safe and suitable for use
in color additive mixtures for coloring
drugs.

(b) Specifications. Ferric ferrocyanide
shall conform to the following speci-
fications and shall be free from impuri-
ties other than those named to the ex-
tent that such impurities may be
avoided by good manufacturing prac-
tice:

Water soluble cyanide, not more than 10
parts per million.

Lead (as Pb), not more than 20 parts per mil-
lion.

Arsenic (as As), not more than 3 parts per
million.

Nickel (as Ni), not more than 200 parts per
million.

Cobalt (as Co), not more than 200 parts per
million.

Mercury (as Hg), not more than 1 part per
million.

Oxalic acid, not more than 0.1 percent.

Water soluble matter, not more than 3 per-
cent.

Volatile matter, not more than 10 percent.

Total iron (as Fe corrected for volatile mat-
ter), not less than 37 percent and not more
than 45 percent.

(c) Uses and restrictions. Ferric ferro-
cyanide may be safely used in amounts
consistent with good manufacturing
practice to color externally applied
drugs including those intended for use
in the area of the eye.

(d) Labeling requirements. The label of
the color additive and of any mixtures
prepared therefrom intended solely or
in part for coloring purposes shall con-
form to the requirements of §70.25 of
this chapter.

(e) Exemption from certification. Cer-
tification of this color additive is not

§73.1326

necessary for the protection of the pub-
lic health, and therefore batches there-
of are exempt from certification re-
quirements of section 721(c) of the act.

[43 FR 54235, Nov. 21, 1978]

§73.1326 Chromium hydroxide green.

(a) Identity. (1) The color additive
chromium hydroxide green is prin-
cipally hydrated chromic sesquioxide
(CI’zO3'XH20).

(2) Color additive mixtures for drug
use made with chromium hydroxide
green may contain only those diluents
listed in this subpart as safe and suit-
able for use in color additive mixtures
for coloring drugs.

(b) Specifications. Chromium hydrox-
ide green shall conform to the fol-
lowing specifications and shall be free
from impurities other than those
named to the extent that such impuri-
ties may be avoided by good manufac-
turing practice:

Water soluble matter, not more than 2.5%.

Chromium in 2% NaOH extract, not more
than 0.1% as Cr.0; (based on sample
weight).

Boron (as B>03), not more than 8 percent.

Total volatile matter at 1000 °C, not more
than 20%.

Cr,0; not less than 75%.

Lead (as Pb), not more than 20 parts per mil-
lion.

Arsenic (as As), not more than 3 parts per
million.

Mercury (as Hg), not more than 1 part per
million.

(c) Uses and restrictions. Chromium
hydroxide green may be safely used in
amounts consistent with good manu-
facturing practice to color externally
applied drugs, including those for use
in the area of the eye.

(d) Labeling requirements. The label of
the color additive and of any mixtures
prepared therefrom lintended solely or
in part for coloring purposes shall con-
form to the requirements of §70.25 of
this chapter.

(e) Exemption from certification. Cer-
tification of this color additive is not
necessary for the protection of the pub-
lic health, and therefore batches there-
of are exempt from the certification re-
quirements of section 721(c) of the act.

[42 FR 36451, July 15, 1977, as amended at 42
FR 59852, Nov. 22, 1977]
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